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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
5/30/201 1 has been entered. 



Response to Arguments 

2. Applicant's arguments with respect to claim 1 have been considered but are moot 
in view of the new ground(s) of rejection. The new limitations in claims 1 and 1 1 have 
been addressed by the Sequin et al. reference below. 

3. The rejection below is not based on the case law provided by Howard v. Detroit 
Stove Works, 150 U.S. 164 (1893), as stated in the arguments section of the previous 
rejection. Whether or not this case law is applicable, it is considered to be within an 
ordinary level of skill in the art to form a unitary component from two components that 
were previously bonded to one another in a fixed manner under KSR. 

4. Applicant's assertion on page 10 that a profile increase is inevitable if the guide 
tube (101) of Keegan were extended proximally to overlap a length of the shaft (2), as 
required by claim 1 , fails to distinguish over the structures disclosed by the prior art. 
Keegan teaches that a more proximal configuration of the guide tube is known. The 
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modification merely involves a combination of the known elements taught in the Keegan 
disclosure and obtains predictable results. One of ordinary skill in the art would have 
been capable of arranging the components in a suitable manner so that the shaft and 
guide tube provide an operable device. Even if the diameter did increase by 
overlapping the guide tube and shaft, this is irrelevant to any limitations of the claimed 
invention. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1-9,11,12,1 5-20, 24-26, and 44 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over US Patent App. Pub. No. 2003/0109886 (Keegan et al.) in view 
of US Patent No. 7,238,197 (Sequin et al.). 

Referring to the embodiment of Keegan in Figure 19a, a surgical delivery device 
is disclosed that includes a primary shaft (2) attached to a distal zone that is advanced 
over a guide wire (3). A guidewire tubular means (1 01 ) lies in the distal zone to one 
side of the primary shaft (2). A proximal length of the guidewire tubular means (1 01 ) 
overlaps a distal length of the primary shaft (2). A sleeve (4 and 9; the proximal 
component 9 is considered to be an integral part of the sleeve 4) surrounds the primary 
shaft (2), the guide wire tubular means (101), and a surgical element (7) positioned at 
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distal portion of the guidewire tubular means (101). The term "form-fitted" is a product- 
by-process recitation that is not given patentable weight, as the process by which the 
product is made is not germane to the issue of patentability of the device itself. The 
proximal guidewire exit port (1 1 ) is proximal to the proximal opening of the guidewire 
tubular means (101). 

In this embodiment, Keegan fails to configure the guidewire tubular means (101) 
and the primary shaft to overlap in length, but Keegan illustrates this arrangement in 
another embodiment shown in Figure 18. Additionally, Keegan states that the length of 
the guidewire tubular means (1 01 ) of the Figure 1 9a embodiment can be extended 
rearward (paragraph 202). Since this modification would require a mere change in size 
or location of a component, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to configure Figure 1 9a embodiment so that the 
primary shaft (2) overlaps a length of the guidewire tubular means (1 01 ). Additionally, 
this modification merely involves a combination of the known elements taught in the 
Keegan disclosure and obtains predictable results of attaching the primary shaft and 
guidewire tubular means to the sleeve. 

Regarding the new requirement that the sleeve includes a tubular constant 
diameter nose portion proximal of the tapering portion, Keegan fails to disclose this 
feature. Sequin discloses another catheter device with a sleeve component (236) 
positioned about a proximal shaft (111) and defining a proximal opening (1 72) to a 
guidewire lumen (1 32) in a distal shaft (1 1 3). As best shown in Figure 1 1 B, the sleeve 
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component (236) defines a proximal tapering portion and a constant diameter nose 
portion extending proximally to the tapering portion. 




nose portion 



HQ. 2 IB 

This shape resembles a dolphin's head, as required by claim 1 1 . Sequin is 
analogous to Keegan because the sleeve (236) provides a proximal guidewire port 
(172). It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the proximal end of the sleeve of Keegan to include a 
nose portion with a constant diameter extending proximally from the tapered portion, as 
taught by Sequin, as this modification merely involves the combination of known 
elements according to known methods to obtain the predictable result of a smooth 
sleeve profile at the site of a proximal guidewire port. 

Regarding claims 2-4, Keegan discloses a moveable inner shaft (3) received in 
the primary shaft tube. The inner shaft is configured as a "pusher", as it is capable of 
maintaining the position of stent (7). Meeting all the structural requirements, the prior 
art is not necessarily required to disclose the function "maintain the position of said 
surgical element. ..." 
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Regarding claims 5 and 6, Keegan discloses the delivery of a self-expanding 
stent (paragraph 118). 

Regarding claims 7-9, Keegan teaches that a sleeve can be reinforced by 
braided filamentary material within the wall thickness of the sleeve (paragraph 1 1 9). It 
would have been an obvious matter of design choice to extend the reinforcement along 
the sleeve at a length that provides sufficient support to the sleeve. 

Regarding claim 1 1 , the claimed phrase "form-fitted by the application of heat 
and radially inward pressure" is being treated as a product by process limitation. As set 
forth in MPEP 21 13, product by process claims are not limited to the manipulation of the 
recited steps, only the structure implied by the steps. Once a product appearing to be 
substantially the same or similar is found, a 35 USC 102/103 rejection may be made 
and the burden is shifted to applicant to show an unobvious difference. 

Regarding claims 12 and 15, the proximal end of the sleeve meets the broad 
requirement of a "push zone", since it is capable of receiving a compressive force from 
the primary shaft. This "push zone" can be found immediately distal of the distal end of 
the primary shaft. 

Regarding claims 1 6 and 1 7, the tubular structure of the guidewire tubular means 
(101) is considered to meet the broad requirements of a "guider tube" and a "guide 
hose", since no further structural limitations are recited for these features. 

Regarding claim 18, Keegan teaches that a guidewire guider tube should be 
flared at the distal end in order to guide the guidewire into the lumen (see paragraph 
149 and Figures 3c-e, 28-30). In light of this teaching, it would have been obvious to 
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one of ordinary skill in the art to incorporate this feature into the distal end of the 
guidewire tubular means of the embodiment of Figure 19a. 

Regarding claim 19: Although Keegan does not configure the inner shaft (2) of 
the Figure 19a embodiment to extend distally beyond the distal end of the guider hose 
(101), Keegan does disclose other embodiments where the inner shaft (2) extends 
distally of the guidewire tubular means. Such a configuration is shown in Figure 3, 
where the inner shaft (3) extends beyond guidewire guide lumen (between 9 and 11). It 
would have been obvious to one of ordinary skill in the art to configure the components 
of the Figure 19a embodiment so that the inner shaft (2) extends beyond the distal end 
of guidewire hose (1 01 ), as this modification would require a mere change in size of a 
component and/or change in relative positions of components. 

Regarding claim 20, the inner shaft (3) carries a pusher (34) which defines a 
lumen aligned with the guidewire lumen defined by guider hose (1 01 ). As shown in the 
cross section of Figure 19b, the pusher (34) extends beyond the guider hose (101). 

Regarding claim 24, the position of the pusher (6) relative to the sleeve may be 
adjusted by axial movement provided to the annular pusher through its connection to 
the inner shaft (Fig. 26). 

Regarding claim 25, the inner shaft (3) comprises a distal portion of solid cross- 
section (131) and a proximal tube portion (130), the tubular portion extending within the 
primary tube shaft and distally therefrom, to said connector, or to a point proximal of 
said connector (Fig. 26). Regarding claim 26, the inner shaft exhibits an unbroken 
metal strand as far as the annular pusher (Fig. 26). 
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Regarding claim 44, Keegan states that the guidewire tubular means (101) can 
be mounted to the primary shaft (par 203). "Welded" is a product by process limitation 
that is not given patentable weight, since the method by which a product is made is not 
germane to the issue of patentability of the structure itself. See MPEP 21 1 3. 

6. Claims 21-23 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Keegan et al. in view of Sequin et al., as applied to claim 20 above, and further in view 
of US Patent App. Pub. No. 2008/026506 (Griffin et al.). 

Keegan, as modified above, fails to configure the carrier tube/ pusher (34) so that 
it includes both an annular pusher and a carrier tube that extends distally from the 
annular pusher. Griffin discloses a similar type of rapid exchange device with 
essentially the same components as the Keegan device. In one embodiment shown in 
Figures 9a-b, a carrier tube/ pusher (9) is attached to the distal end of inner shaft (14) 
similar to the arrangement of Keegan. Griffin teaches an alternate arrangement that 
includes an annular pusher (61 ) connected to the distal end of the inner shaft (14) and a 
carrier tube (9) attached to the annular pusher (61) and extending distally and 
proximally from therefrom. It would have been obvious to one of ordinary skill in the art 
at the time the invention was made to from the carrier tube/ pusher element of the 
modified Keegan assembly so that it includes both an annular pusher and carrier tube, 
as taught by Griffin, as this modification merely involves a simple substitution of one 
known configuration for another to obtain predictable results. 
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Regarding claim 22, Keegan teaches that the carrier tube (5) can include a 
radiopaque marker (13) band at or near its distal end (paragraph 128; Fig. 3E). 

Regarding claim 23, Keegan, as modified above, and Griffin fail to disclose that 
the proximal end of the carrier tube can be tapered outwardly towards the luminal wall 
of the sleeve. Keegan et al. disclose the funnel portion (12), which tapers outwardly 
toward the wall of the sleeve, assists in guiding the guidewire into the narrower 
guidewire lumen (paragraph 133). In light of this teaching, it would have been obvious 
to modify the carrier tube to also include a proximal portion which tapers outwardly 
towards the luminal wall of the sleeve in order to assist in guiding the guidewire into the 
carrier tube so that the guidewire can easily be inserted through the proximal guidewire 
port if desired. 

7. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Keegan 
et al. in view of Sequin et al., as applied to claim 1 above, and further in view of Betelia 
et al. (US 6,945,989). 

Keegan, as modified by Sequin above, fails to disclose the distal end of the 
sleeve (4) is tapered inwardly to provide the device, at least prior to its arrival at the site 
of surgery, with a more or less atraumatic tip. Betelia et al. disclose stent delivery 
catheter for deploying a self expanding stent, wherein the stent delivery catheter 
comprises an outer sheath having a distal tip (18) which is tapered inwardly to provide 
an atraumatic tip (Fig 1 B; col. 5, In. 65 - col. 6, In. 9). Betelia et al. discloses the 
tapered outer sheath is advantageous over a conical or tapered nosepiece on the inner 
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shaft, such as the nosepiece disclosed by Keegan et al, because the nosepieces risk 
catching on the wall of the blood vessel and/or dislodging embolic material (col. 2, In. 4- 
22). Therefore, it would have been obvious to one of ordinary skill in the art to further 
modify the sleeve of the modified Keegan device so that it is inwardly tapered at the 
distal end, as taught by Betelia, in order to facilitate advancement of the sheath with 
minimal risk of dislodging embolic material or causing injury to the vessel. 

8. Claim 13 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Keegan et al. in view of Sequin et al., as applied to claim 12 above, and further in view 
of Roberts et al. (US 5,603,698). 

Keegan, as modified by Sequin above, fails to disclose that the push zone 
corresponds to an annulus, defined by a reduced outside diameter of the sleeve relative 
to its diameter immediately proximal of said push zone and reduced inside diameter 
relative to its inside diameter immediately proximal of said push zone. Roberts et al. 
disclose a self expanding stent delivery catheter having a sheath (20) with a reduced 
diameter portion (24; Fig. 1). Roberts et al. discloses that providing an outer sheath 
having diameters which conform closely to the diameter of the inner components 
enhances flexibility and reduces kinking for easier navigation through vessels (col. 5, In. 
14-44). It would have been obvious to one of ordinary skill in the art to decrease the 
inner and outer diameters of the sleeve of Keegan in the region distal the primary shaft, 
as taught by Roberts, in order to enhance flexibility and reduce kinking. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sarah Webb whose telephone number is (571)272- 
5749. The examiner can normally be reached on Monday through Friday from 9:00 AM- 
5:00 PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, please contact 
the examiner's supervisor, Tom Hughes, af (571) 272-4357. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

If there are any inquiries that are not being addressed by first contacting 
the Examiner or the Supervisor, you may send an email inquiry to 
TC37 00_Workgro u p„D„I nqu iries@uspto.gov. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IS. Thomas Hughes/ 

Supervisory Patent Examiner, Art Unit 3731 



